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DEPARTMENT OF IWALTH & HUMAN SERVICES PbdiC HWllUl SWViCa

/??3 25/r7
la Foaland Drug Admin-kuwion

DEC 1 1999
2098 Gaiir Road
Rockville MD 20850

WARNING LETTER

VIA FEDEIWL EXPRESS
.

Mr. Thomas M. Patton
President & CEO
Wright Medical Technology, Inc.
5677 Airline Road
ArlingtorJ, Tennessee 38002

Dear Mr. Patron:

During an inspection conducted on September 8, 1999, an investiga~or horn the Food and Drug
Administration (FDA) collected intormrion that revealed a serious regubrory problcm involving rhc
product known as Conserve PLUS (metal-on-metal, hip resurfacing prosthesis), which is made and
marketed by your firm.

The law requires that manufwrurers of medical devices obtain marketing clearance for Theirproducts
from FDA before they may offer them for de. This helps pro~ectthe public health by ensuring that
new medical devices are shown IObe either, safe and effkctive or subsmmially equivalent IOother
devices already Iegally marketed in rhis couqtry. Our records do not show that you obtained
marketing clearance before you began offering your product for sale. Because you donor have
marketing clearance tiom FDA, marketing your product is in violation of Thelaw. In legal terms, the
product is adultenued under seer.ion 501(f)(l)(B) and misbranded under section 502(0) of rhe Federal
Food, Drug, and Cosmetic Act (the ACI). Your product is adulterated under the Act because you did
not obtain premarket approval (PMA) based on inforrua~iondeveloped by you thar shows your device
is safe and effective. Your product is misbranded under the Act because YOUdid no~submit
information that shows your device is sulxxamially equivalent TOother devices rha~are legally
marketed.

TIMConserve PLUS does not meet the criteria of a custom device and is not cxemp~tim premarket
notification under 21 Cl% 807.85 (tide 21 Code of Federal I@z@ttions ptut 807, section 85),
compliance with the invtsigationzd device exemption reguhtion under 21 CFR 812.3, or premarker
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approval unders ion 520(b) of rhe Act. The inspection reveale~ tiat Wright Medical Technology,
Inc., had shippe mi Resur&cing Shell components an~emoral Resurfacing Head
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A custom device, among other things, must be intended for use by an individual patient w
prescrip~ion or be intended to meeTthe special needs of a physician in the course of their ]
practice. The Conserve PLUS is neither imended for use by an individual patient named i
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Sincerely yours,
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Office of Compliance
Center for Devices and
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